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2-Propanol, ethylacetate, methoxyethene,
polymer with 2-butenedioic acid, monobutyl
ester.
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PATIENT PACKAGE INSERT IN ACCORDANCE
WITH THE PHARMACISTS' REGULATIONS
(PREPARATIONS) - 1986

Read this package insert carefully
in its entirety before using this medicine

The format of this leaflet was determined
by the Ministry of Health and its content
was checked and approved in November 2006

Batrafen’

Nail Lacquer
sanofi aventis

Composition:

Each 1 gram contains: Ciclopirox 80 mg

Inactive ingredients:

2-Propanol, ethylacetate, methoxyethene, polymer
with 2-butenedioic acid, monobutyl ester.

Therapeutic group:
Antimycotic from the hydroxypyridone group.

Therapeutic activity:
For treating fungal infections of the fingernails and
toenails.

When should the preparation not be used?

Do not use if you are pregnant or breastfeeding.

Do not use if you have a known sensitivity to
ciclopirox or to any of the preparation’s ingredients.
This preparation is not intended for use in children.

Warnings:

If you are sensitive to any type of food or medicine,
inform your doctor before commencing treatment
with this preparation.

This preparation is intended for application on nails
only. Do not apply on the skin.

Drug interactions:

If you are taking another drug concomitantly or if
you have just finished treatment with another
medicine, inform the attending doctor, in order to
prevent hazards or lack of efficacy arising from drug
interactions.

Do not use with nail polish.

Side effects:

In addition to the desired effect of the medicine,
adverse reactions may occur during the course of
using this medicine, for example: redness. On rare
occasions, it is possible that the skin around the nail
will peel if the preparation comes into contact with
the skin around the nail.

On very rare occasions, it is possible that there may
be an allergic reaction that is manifested by skin
inflammation in the area of application.

Side effects that require special attention:

Acute skin reaction such as rash or peeling: rare: stop
treatment and consult a doctor.

In the event that you experience side effects not
mentioned in this leaflet, or if there is a change in
your general health, consult your doctor immediately.

Attention:

Do not swallow! This medicine is intended for external
use only. Avoid contact with the eyes and mucous
membranes. In the event that there is contact with
the eyes - wash with tap water for a prolonged period.

Directions for use:

Before beginning treatment with the preparation,
cut as much as possible from the affected nail with
the help of scissors and file it with the help of a
disposable nail file.

For the first month, apply a thin layer to the nail
surface every other day.

During the second month, apply at least twice a week
and from the third month on, apply once a week.
Throughout the period of treatment, remove the
entire coating of lacquer once a week with alcohol
swabs and file the nail with a disposable nail file.
The duration of treatment depends on the severity
of the infection. It is advisable not to use the

preparation continuously for more than six months.
The necessity to continue the treatment beyond 6
months should be determined by the doctor.

An opened bottle can be used for up to 6 months.
Keep the treated area dry.

For toenails: It is advisable to wear cotton socks.

Avoid poisoning!

This medicine, and all other medicines, must be
stored in a safe place out of the reach of children
and/or infants, to avoid poisoning.

If you have taken an overdose, or if a child has
accidentally swallowed the medicine, proceed
immediately to a hospital emergency room and bring
the package of the medicine with you.

Do not induce vomiting unless explicitly instructed
to do so by a doctor!

Do not apply the medicine in the dark! Check the
label and the dose each time you use your medicine.
Wear glasses if you need them.

Storage:

Store in a cool and dark place. Close firmly to prevent
penetration of air and humidity.

Even if kept in their original container and stored as
recommended, medicines may be kept for a limited
period only. Please note the expiry date of the
medicine! In case of doubt, consult the pharmacist
who dispensed the medicine to you.

Do not store different medications in the same
package.

License number: 1212927875

Manufacturer:
Sanofi-Aventis, Germany.

License holder:
sanofi-aventis Israel Itd.,
P.0.Box 8090, Netanya 42504.



